Article 2: Responsibilities
The implementing actors are responsible for the quality of the pharmaceutical products they are purchasing, storing and distributing through their programmes/projects.
Article 3: Commitments of the implementing actors & monitoring-evaluation 1 . Integrate a specific section for the quality assurance of pharmaceutical products with the justified budget that is to be allocated to it. Add a baseline to this section for a mid-term report and an end-ofprogramme/project report.
Monitoring-evaluation: Ex ante, before accepting a financing application, the Administration verifies whether the financing application contains this section. In order to obtain the approval of the Administration, of the financial controllers of Administration and of the Inspector of Finance, the budget must be justified and acceptable.
2. Develop and implement a quality assurance policy (process of pre-qualification of suppliers, purchasing, storage and distribution, monitoring-evaluation) accompanied by a risk analysis and management. E stablish standard operational procedures, if necessary differentiated depending on the context (audits of the local markets and an adequate and up-to-date knowledge of the local legislation can help define it).
Respecting this Commitment may require an initial investment for the implementing actor. Possible costs could be rationalized and mutualized by aligning the strengths of the various implementing actors.
Monitoring-evaluation: During implementation and ex-post (e.g. during the concertation meetings with the implementation actors), the Administration carries out a monitoring and intermittent « checks » on samples, possibly with support from Be-cause Health (« peer reviews »). Concerted corrections are proposed.
3. Follow the criteria listed below with regard to purchasing, storage, distribution and local capacity strengthening.
Possible costs involved in complying with this commitment must be justified and budgeted in advance in the financing request.
Monitoring-evaluation: During implementation and ex-post, the financial controllers of the Administration check to insure that the dossiers contain the supporting documents that comply with the criteria. Reporting to the Administration.
4.
Complying with these commitments requires resources and technical competences. The delegation of certain tasks (technical support for the audits, evaluations, tenders or assistance for the development and implementation of the quality assurance policy, etc.) is possible, knowing that the actor involved in the implementation retains the final responsibility.
Article 4: Criteria to be followed by the implementing actors
Criteria for an « acceptable and measurable quality » :
The quality of the pharmaceutical products must be acceptable and measurable. 
Purchasing criteria :
The quality of the pharmaceutical products purchased with Belgian Official Development Aid must be acceptable and measurable according to the quality criteria mentioned above.
Three specific cases are possible :
a. The purchase takes place via the supply system of the partner country (often called regional/national purchasing offices), provided that the quality is assured on the basis of the quality criteria mentioned above. Proof of an acceptable and measurable quality or a risk analysis(and a risk management) is must be provided.
b. If the supply system of the partner country does not offer a sufficient quality guarantee (= « grey zone »), high-quality pharmaceutical products can be purchased directly by the actor involved in the implementation, who has to adopt a pre-qualification policy for the suppliers, according to the quality criteria mentioned above. He must respect the applicable rules for public procurement, whereas the specification note of each tender must stipulate that only suppliers who guarantee the quality of their pharmaceutical products are allowed to compete. Proof of an acceptable and measurable quality must be provided. Two specific cases are possible:
i. Import quality assured pharmaceutical products (in so far as the recipient country allows it) following the quality criteria mentioned above : pharmaceutical products pre-qualified by the WHO 9 (mainly for HIV/AIDS, tuberculosis, malaria and certain vaccines) or by the Global Fund to Fight AIDS, Tuberculosis and Malaria 10 , or registered by a country with a high level of regulation such as Belgium, or equivalent 11 12 ;
ii. Purchasing via international procurement agencies/suppliers who have been audited and evaluated according to the quality criteria of the WHO : list of the Humanitarian Procurement Centers (HPC) accredited by the European Commission (DG ECHO) 13 , or list of the audited suppliers in the QUAMED database for its members, or equivalent.
c. Should the quality on the level of the local/national procurement circuit not be sufficiently guaranteed AND should it be impossible to import, the actors involved in the implementation undertake not to purchase, store or distribute pharmaceutical products there.
Criteria for storage and distribution :
Pharmaceutical products purchased with Belgian Official Development Aid must be stored and distributed so as to maintain an acceptable and measurable quality in accordance with the quality criteria mentioned above.
Two specific cases are possible :
a. The storage and distribution take place via the supply system of the partner country (often called regional/national purchasing offices), provided that the quality is ensured on the basis of the quality criteria mentioned above. Proof of the acceptable and measurable quality demonstrating respect for the Good Storing and Distribution Practices developed by the WHO or a reasonable risk analysis (with non-negotiable minimum guarantees) and a reasoned risk analysis (and a risk management) is must be provided.
b. If the supply system of the partner country does not offer a sufficient quality guarantee (= « grey zone »), the storage and distribution of high-quality pharmaceutical products can be done directly by the actor involved in the implementation, who has to respect the rules of the host country. Proof of acceptable and measurable quality must be provided : for Belgium, respect of the European directive on Good distribution practices 14 .
Criteria for contributing to strengthening local capacities :
The implementing actors are committed to strengthening local capacities of the supply system of the partner country aimed to guarantee the quality of pharmaceutical products, since the start of the programme/project.
Different cases are possible : capacity building for pre-qualification of suppliers, purchases, storage and distribution of the local/national supply system of the partner country.
In witness whereof, the undersigned, being duly authorized thereto, have signed this Commitment. 
Alexander De Croo

